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A, Patlent Information

C. Suspect medication(s)
Bme (give labeled strength & mirdabeler, if known)
# 1 DIFLUCAN TABLETS

.

#2 rvienoL

2. Dose, frequency & route used B.Therapy dates(n unknown, give dura
# 1 UNKNOWN FomAo (or mm"’)

#1 011‘22[98 01/27/98

7. Outcomes atiributed 1o adverse event # 2 uNkowN #2 01I22!98 01/27/98
(Chock all that apply) [ disabilty 3. Diagnosis for use (indications) vent abated after use
[] death 0 congenital anomaly # 1 ORAL THRUSH Stowed or dose reduced

Tmaldaylyr) ired intervention to prevent doesn’

[] We-threatening . : Dmmmhmlmga%age # 2 HEADACHE p1 Ryes [ [] ;%’t
hospialization - iniiial of prolonged [} other: _ 6. Lot # (f known) T7-Exp. date ¢ wnown) |, _ apply

3 Date of 4.Date of #1 umoiown #1 unkNown 'fz%
svent 01/28/98 thisreport  03/12/99 viem mmc
moidayyr) (moldaylyr UNKNOWN UNKNOWN reintroduction

5. Describe event or problem 2 2

5. NDC # - for product problems only (f known) 1Dmﬂmﬂm‘

A PEYSICIAN REPORTED THAT A PATIENY TREATED WITH

DIFLUCAN (FLUCONAZOLE) AND TYLENOL (ACETANINOPHEN) FOR NA T doesmt
THRUSE EXPERIENCED JAUMDICE ACCOMPANIED BY ELEVATED 20yssQro g %Y
LIVER RWIYMES.

ADDITIONAL XNFPORMATION RECEIVED FROM THIS PHYSICIAN 10.Concomitant medical products and therapy dates (exclude restment of event)
REPORTS THAT A PATIENT WHO HAD DYSURIA AND ORAL THRUSH m s 03/322/98 - 01/23/98 .
VAS GIVEN BACTERIM DS (SULFAMETHAZOLE-TRIMETHOPRIN) AND SEXEVENT TS, - PYESENT
FLUCOMASOLE DEVELOPED JAUNDICE OM 28JANSE AND WAS AEROBID . HENOWN - PRESENT
ADMITTED TO THE NOSPITAL FOR 24 HOURS,UNABLE TO WORK FOR| REINOCORT UNENOWNM - PRESEWT

ALBUTEROL USIKNOMM ~ PRESENT o

.| 6 MEERS. PATIENT ADMITTED TO TAKING EXTRA STRENGTH
‘ «f*?mmaros!msmmmammm.

) PATIEWF ALSO NMAS ELEVATIONS OF ALKALINE PEOSPEATASE,
7] sEROM GLUTANIC OXALOACETIC TRANSAMIMASE AND SERUN
GLUTANTC PYRUVIC TRANSAMINASE AND TOTAL BILIRUBIN. THE

G. All manufacturers

s

PFIZER REGULATORY SAFETY 2125733129
numu.som;mw PFIZER PHARMACEUTICALS
lezEsw YOR:.zN Y. 10017 Source
US.A uhid {check all that apply)
[ foreign
[ swdy
[ literature
4. Date received by manufacturer |5- £ consumer
it a,, e i
NOA #19-540
04/22/98 Y S— [ user taciity
6. Relevant tests/laboratory data, inciuding dates 3. IND, protocol * lo gnpany ]
TOTAL IROW - 104 ALBUMIN 2.8
pre-1938 .
TOTAL IRON BINDING CAPACITY - 329 ALKALINE PHOSPHATASE 206 NA D yes D distributor
FERAITIN >1000 BN 12 7-Type of report S,To‘jm Clyes | [Jother
SoDIOM - 132 CREATINIME 0.7 (check all that apply)
8. Adverse event term(s)
TOTAL BILIRUBIN 7.4 0 s-day [J 15-day FATEDICE
saor 125 [J10-Day g periodic LIVER FUNCTION TESTS ABNONNAL
+ | B8 initial 3 follow-up #
7. Other relevant history,including preexisting medical conditions
(e.g., alergies, race, pregna ) ) 3. Mir. report number
.G-» 3 3 ncy, smoking & alcohol use, hepatic/renal dysfunction,etc.) N
Asrmn 9811444 ;‘nri i :" U 1999
-SIMCE 1978 .
ALLERGIC REINITIS E. Initial reporter
dress & phone #
t
‘\.__,-i
Submission of a report does not constitute an admission |2, Health profession: ital reporter
m 2 fatmedical persor':nel user facility, distributor, manufa- yesp 0 no pULM N ',",'::‘ report to ;Db:
Faschmile ssooa CTUrer or product caused or contributed to the event. ONARY MEDINCINE CJyes Ono unk
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Pfizer Regulatory Safety, Plizer Pharmaceuticals - Mir. report # 9811444

. RELEVANT TESTS/LAB. DATA - Continued

SGPT 71

HEP A 1GM NEGATIVE
HEPBSAG NEGATIVE
BCAB NEGATIVE
HEP C AB NEGATIVE
AMA NEGATIVE
ASMA NEGATIVE

ULTRASOUND OF ABDOMEN - SLIGHTLY ENLARGED LIVER WITHE MULITPLE CYSTS, CONTRACTED GALL BLADDER, MO STONES OR
OBSTRUCTION.
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